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Dated: January 20, 1999.
William K. Hubbard,
Associate Commissioner for Policy
Coordination.
[FR Doc. 99–1797 Filed 1–26–99; 8:45 am]
BILLING CODE 4160–01–F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 98D–0143]

Agency Information Collection
Activities; Announcement of OMB
Approval; Guidance for Industry:
Current Good Manufacturing Practice
for Blood and Blood Components: (1)
Quarantine and Disposition of Units
From Prior Collections From Donors
with Repeatedly Reactive Screening
Test for Antibody to Hepatitis C Virus
(Anti-HCV); (2) Supplemental Testing,
and the Notification of Consignees and
Blood Recipients of Donor Test
Results for Anti-HCV

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
‘‘Guidance for Industry: Current Good
Manufacturing Practice for Blood and
Blood Components: (1) Quarantine and
Disposition of Units From Prior
Collections From Donors with
Repeatedly Reactive Screening Test for
Antibody to Hepatitis C Virus (Anti-
HCV); (2) Supplemental Testing, and the
Notification of Consignees and Blood
Recipients of Donor Test Results for
Anti-HCV’’ has been approved by the
Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1995.
FOR FURTHER INFORMATION CONTACT:
JonnaLynn P. Capezzuto, Office of
Information Resources Management
(HFA–250), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301–827–4659.
SUPPLEMENTARY INFORMATION: In the
Federal Register of October 21, 1998 (63
FR 56192), the agency announced that
the proposed information collection had
been submitted to OMB for review and
clearance under 44 U.S.C. 3507. An
agency may not conduct or sponsor, and
a person is not required to respond to,
a collection of information unless it
displays a currently valid OMB control
number. OMB has now approved the
information collection and has assigned
OMB control number 0910–0388. The
approval expires on April 30, 1999.

Dated: January 20, 1999.
William K. Hubbard,
Associate Commissioner for Policy
Coordination.
[FR Doc. 99–1795 Filed 1–26–99; 8:45 am]
BILLING CODE 4160–01–F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 98N–0721]

Agency Information Collection
Activities; Submission for OMB
Review; Comment Request; Premarket
Approval of Medical Devices

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that the proposed collection of
information listed below has been
submitted to the Office of Management
and Budget (OMB) for review and
clearance under the Paperwork
Reduction Act of 1995 (the PRA).
DATES: Submit written comments on the
collection of information by February
26, 1999.
ADDRESSES: Submit written comments
on the collection of information to the
Office of Information and Regulatory
Affairs, OMB, New Executive Office
Bldg., 725 17th St. NW., rm. 10235,
Washington, DC 20503, Attn: Desk
Officer for FDA.
FOR FURTHER INFORMATION CONTACT:
Peggy Schlosburg, Office of Information
Resources Management (HFA–250),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301–827–1223.
SUPPLEMENTARY INFORMATION: In
compliance with section 3507 of the
PRA (44 U.S.C. 3507), FDA has
submitted the following proposed
collection of information to OMB for
review and clearance. In the Federal
Register of October 6, 1998 (63 FR
53675), the agency requested comments
on the proposed collection of
information. No comments were
received.

Due to a clerical error, the title of the
information collection that appeared in
the Federal Register of October 6, 1998,
was incorrect. The correct title follows.

I. Premarket Approval of Medical
Devices—21 CFR Part 814 and FDAMA
Sections 201, 202, 205, 207, 208, 209
(OMB Control Number 0910–0231—
Extension)

Section 515 of the Federal Food, Drug,
and Cosmetic Act (the act) (21 U.S.C.

360e) sets forth requirements for
premarket approval of certain medical
devices. Under section 515 of the act, an
application must contain several pieces
of information, including: Full reports
of all information concerning
investigations showing whether the
device is safe and effective; a statement
of components; a full description of the
methods used in, and the facilities and
controls used for, the manufacture and
processing of the device; and labeling
specimens. The implementing
regulations, contained in part 814 (21
CFR part 814), further specify the
contents of a premarket approval
application (PMA) for a medical device
and the criteria FDA will employ in
approving, denying, or withdrawing
approval of a PMA. The purpose of
these regulations is to establish an
efficient and thorough procedure for
FDA’s review of PMA’s for class III
(premarket approval) medical devices.
The regulations will facilitate the
approval of PMA’s for devices that have
been shown to be safe and effective and
otherwise meet the statutory criteria for
approval. The regulations will also
ensure the disapproval of PMA’s for
devices that have not been shown to be
safe and effective and that do not
otherwise meet the statutory criteria for
approval.

Under § 814.15, an applicant may
submit in support of a PMA studies
from research conducted outside the
United States, but an applicant must
explain in detail any differences
between standards used in a study to
support the PMA’s and those standards
found in the Declaration of Helsinki.
Section 814.20 provides a list of
information required in the PMA,
including: A summary of information in
the application, a complete description
of the device, technical and scientific
information, and copies of proposed
labeling. Section 814.37 provides
requirements for an applicant who seeks
to amend a pending PMA. Section
814.82 sets forth postapproval
requirements FDA may propose,
including periodic reporting on safety
effectiveness, and reliability, and
display in the labeling and advertising
of certain warnings. Other potential
postapproval requirements include the
maintenance of records to trace patients
and the organizing and indexing of
records into identifiable files to enable
FDA to determine whether there is
reasonable assurance of the device’s
continued safety and effectiveness.
Section 814.84 specifies the contents of
periodic reports.
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